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Box No- 1 Basis of the report 



1. With regard to the languajge. this report Is based on the international application in the language in which it was 
filed, unless othenwise indicated under this item. 

□ This report Is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ intemational preliminary examination (under Rules 55.2 and/or 55.3) 

2 With regard to the elements* of the international application, this report is based on ('ff^^^^^^^^^ .^^^^ 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed'' and are not annexed to this report): 

Description, Pages 

1.^4 as originally filed 

Sequence listings part of the description. Pages 
■|.2 as originally filed 

Claims, Numbers 

').^3 as originally filed 

Drawings, Sheets 

1 J2r2& as originally filed 

H a sequence listing andybr any related table{s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to ^^is report and^l^^^^^^ 

had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded, " 
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Box No. Ijj Non-establishment of opinion with regard to novelty, Inventive step and industrial 
applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step fto be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
IS claims Nos. - 

because: 

H the said international application, or the said claims Nos. 1 -5 (with respect to lA) relate to the followina 
subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

° KL'il^l"^^^^^^^ drawings (indicate particular elements below) or said claims Nos. are so unclear 

that no meaningful opinion could be fomied (specify): a.c uiiwe<ir 

° !!itld be foi?SS^ ^"^^^ inadequately supported by the description that no meaningful opinion 

la no international search report has been established for the said claims Nos. - 

□ the nucleotide and>br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instnjctions in that: • n i i-vi i«a 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been fumished 

□ does not comply with the standard 

□ the tables related to the nucleotide and>br amino acid sequence listing, if in computer readable form only do 
not comply with the technical requirements provided for in Annex C-Ws of the Administrative InS^ 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement maustn ai 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2,7,9,10.11 




No: 


Claims 


1,3-6,8,12,13 


Inventive step (IS) 


Yes: 


Claims 


2,7,9,10,11 




No: 


Claims 


1,3-6,8,12,13 


Industrial applicability (lA) 


Yes: 


Claims 


6-13 




No: 


Claims 


1-5 



2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Supplemental Box relating to Sequence Listing 

Continuation of Box I, item 2: 

1 . With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this report has been established on the basis of: 

a. type of material: 

ISI a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

IS in written format 

IS in computer readable fomn 

c. time of filing/fumishing: 

IS contained in the International application as filed 

IS filed together with the international application in computer readable form 

□ furnished subsequently to this Authority for the purposes of search and/or examination 

□ received by this Authority as an amendment on 

2. □ In addition, in the case that more than one version or copy of a sequence listing and/br table(s) relating 

thereto has been filed or furnished, the required statements that the information in the subsequent or 
additional copies is identical to that in the application as filed or does not go beyond the application as filed, 
as appropriate, were furnished. 

3. Additional observations, if necessary: 
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III. Non-establishment of opinion (Continuation) 

Claims 1-5 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(l) PCT). 

V. Reasoned statement (Continuation) 

2.1 CITATIONS 

Reference is made to the following documents: 

D1: WO 01/92581 A (HARLOCKER SUSAN L ; ALGATE PAUL A (US); CORIXA 
CORP (US); JONES ROBERT) 6 December 2001 (2001-12-06) 

D2: WO 03/061 386 A (ZAPATA-BENAVIDES PABLO ; LOPEZ BERESTEIN GABRIEL 
(US); TARI ANA MARIA) 31 July 2003 (2003-07-31) 

D3: WO 02/092854 A (NOVARTIS AG ; DRESSMAN MARLENE MICHELLE (US); 
LAVEDAN CHRISTIAN NICOLA) 21 November 2002 (2002-1 1-21) 

2.2 NOVELTY (Art. 33(2) POT) 

2.2.1 D1 discloses compositions and methods for the therapy and diagnosis of ovarian 
cancer. Illustrative compositions comprise one or more ovarian tumor polypeptides, 
immunogenic portions thereof, polynucleotides that encode such polypeptides. The 
disclosed compositions are useful, for example, in the diagnosis, prevention and/or 
treatment of ovarian cancer (of. pages 385 line 27 to page 392 line 27 and claims 
1 , 4-7). SEQ ID NO: 1 0564 of D1 is comprised within SEQ ID NO: 1 . D1 does not 
disclose the gene with SEQ ID NO:2 which is comprised in SEQ ID NO:1. It is 
however clear that SEQ ID NO:1 contains other open reading frames then SEQ ID 
NO:2. Claim 1 does not specify that the gene concerned is SEQ ID NO:2. 
Furthermore, claim 1 only mentions cancer in general. The teaching of D1 
therefore falls within the scope of claims 1 , 3-6, 8, 12, and 13. In view of D1 , claims 
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2.2.2 



2.2.3 



2.2.4 



1 , 3-6, 8, 12, and 13 are not novel. 

D2 discloses methods for inhibiting the growth of breast cancer cells and methods 
for treating breast cancers expressing the WT1 gene product using a WT1 
antisense oligonucleotide. D2 does not disclose the gene used in the present 
application. 

D3 discloses methods for treating and monitoring the progression of breast 
carcinoma based on genes which are differentially expressed in breast tumors 
Also disclosed are methods for identifying agents useful in the treatment of breast 
carcinoma, methods for monitoring the efficacy of a treatment for breast 
carcinoma, methods for inhibiting the proliferation of a breast carcinoma and 
breast, specific vectors including the promoters of the disclosed genes. D3 does 
not disclose the gene used in the present application. 

Claims 2,7.9.10,1 1 are novel and thus satisfy the criterion set forth in Article 33(2) 
PCT. 

2 2 5 The present application does not satisfy the criterion set forth in Article 33(2) PCT 
because the subject-matter of claims 1 . 3-6. 8. 12. and 13 is not new in respect of 
prior art as defined in the regulations (Rule 64(1 )-(3) PCT). 

2.3 INVENTIVE STEP (Art. 33(3) PCT) 

2 3 1 Document D3 is considered to represent the most relevant state of the art (cf 
2.2.4). The subject-matter of claims 2.7,9,1 0,1 1 differs in that the gene with SEQ 
ID NO:2 (comprised within SEQ ID N0:1) is used. 

2 3 2 The problem to be solved by the subject matter of claims 2,7,9,10.1 1 may therefore 
be regarded as improving the diagnosis and treatment of breast cancer. The 
solution would be the use of the gene with SEQ ID N0:2. 

2 3 2 1 The gene described in the present application was partly known from D1 and could 
be involved in ovarian cancer. There is however no indication in the prior art which 
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would implicate this gene in breast cancer. It would therefore not be obvious for the 
skilled person to use this gene for the diagnosis and treatment of breast cancer. 

Claims 2.7,9,10,11 are inventive and thus satisfy the criterion set forth in Article 
33(3) PCT. 

The present application does not satisfy the criterion set forth in Article 33(3) PCT 
and the subject-matter of claims 1 . 3-6. 8, 1 2. and 1 3 does not involve an inventive 
step (Rule 65(1 )(2) PCT). 



2.3.2.2 



2.3.3 
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